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(k) A supplement to an application
that became effective prior to October
10, 1962, may include a written state-
ment to the effect that a temporary de-
ferral of final action under the provi-
sions of paragraph (d), (e), or (g) of this
section is unacceptable to the appli-
cant and that the applicant requests
action as provided in section 512(c) of
the act. Final action on such supple-
mental applications will be expedited
in accord with applicable provisions of
section 512 of the act and regulations
in this subchapter E. In such cases, if
the applicant places into effect any of
the proposed changes prior to his re-
ceipt of a written notice of approval of
the supplemental new animal drug ap-
plication, such action may be regarded
by the Food and Drug Administration
as a basis for invoking the provisions
of section 512(e)(1)(D) of the act; that
is, the applicant may be furnished no-
tice of an opportunity for a hearing on
a proposal to withdraw approval of the
application on the ground that the ap-
plication contains an untrue statement
of a material fact related to the
changes from the conditions approved
in the application.

() A supplemental application that
contains nonclinical laboratory studies
shall include, with respect to each non-
clinical study, either a statement that
the study was conducted in compliance
with the requirements set forth in part
58 of this chapter, or, if the study was
not conducted in compliance with such
regulations, a brief statement of the
reason for the noncompliance.

[40 FR 13825, Mar. 27, 1975, as amended at 50
FR 7517, Feb. 22, 1985; 50 FR 16668, Apr. 26,
1985; 62 FR 40600, July 29, 1997]

§514.9 Supplemental applications for
animal feeds bearing or containing
new animal drugs.

(a) After an application for an animal
feed bearing or containing a new ani-
mal drug has been approved, a supple-
mental application may propose
changes.

(b) A supplemental application shall
be submitted for any change which de-
viates from the conditions under which
the application was originally ap-
proved.

(c) Each supplemental application
shall be accompanied by a fully com-
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§514.11

pleted Form FDA 1900 in triplicate in-
cluding an explanation of the changes
proposed.

[40 FR 13825, Nov. 27, 1975, as amended at 42
FR 15675, Mar. 22, 1977; 50 FR 16668, Apr. 26,
1985; 51 FR 7391, Mar. 3, 1986]

§514.10 Confidentiality of data and in-
formation in an investigational new
animal drug notice and a new ani-
mal drug application file for an an-
tibiotic drug.

(@) The rules established in §§514.11
and 514.12 of this chapter with regard
to the confidentiality of an investiga-
tional new animal drug notice and a
new animal drug application file shall
apply to such notices and files for anti-
biotic drugs for new animal drug use.

(b) All records showing the Food and
Drug Administration’s testing of and
action on a particular lot of a certifi-
able antibiotic drug for veterinary use
are immediately available for public
disclosure.

§514.11 Confidentiality of data and in-
formation in a new animal drug ap-
plication file.

(a) For purposes of this section the
NADA file includes all data and infor-
mation submitted with or incorporated
by reference in the NADA, INAD’s in-
corporated into the NADA, supple-
mental NADA'’s, reports under §§510.300
and 510.301 of this chapter, master files,
and other related submissions. The
availability for public disclosure of any
record in the NADA file shall be han-
dled in accordance with the provisions
of this section.

(b) The existence of an NADA file
will not be disclosed by the Food and
Drug Administration before an ap-
proval has been published in the FED-
ERAL REGISTER, unless it has pre-
viously been publicly disclosed or ac-
knowledged.

(c) If the existence of an NADA file
has not been publicly disclosed or ac-
knowledged, no data or information in
the NADA file is available for public
disclosure.

(d) If the existence of an NADA file
has been publicly disclosed or acknowl-
edged before an approval has been pub-
lished in the FEDERAL REGISTER, no
data or information contained in the
file is available for public disclosure



